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Remarks 

In accordance with the present inventioii, there are provided prepared food products for 
ingestion by a mammal. The prepared food products of the invention comprise an oxidation- 
resistant fat-based composition substantially jfree of exogenous solubilizing and dispersing agents 
for phytostcrols. The fat-based composition of the invention comprises at least one triglyceride- 
based edible oil or fat, and between 2% and 25% by weight of triglyceride-recrystallized 
phytosterols (TRPs.) The fet-based composition of the invention has been partially oxidized by 
an int^al or exposure to air, and contains a reduced amount of polar by-products and at least 
10% less oxidative by-products compared to an otiierwise similar composition lacking non- 
esterified phytosterols. Further embodiments of the invention provide methods for producing 
fiied snack foods having reduced surface oiliness, methods for preparation of TRP-containing 
fat-based coixq>ositions, methods for increasing die oxidative stability of a heated frying &t 
composition, and a dietary sxtpplem^t comprising at least one trigiyceride-based edible fat and 
between 3% and 50% by weight TRPs. 

By the present communication, Claim 1 ha$ beeon amended to define Applicants' 
invention with greater particularity. No new matter is introduced as the subject matter is fully 
supported by the specification and claims as originally filed. 

Claims 1-40 are pending and under active prosecution. The Listing of Claims with 
appropriate status identifier begins on page 2 of this con;mxunioatioa 

Rejection under U,S,C- § 101 - Claims 1, 7-18 

The rejection under U.S.C. § 101 of Claims 1, 7-18 as allegedly claiming the same 
invention as Claims 1, 3, 4, and 9 of US 6,638,547 (*547) is respectfully traversed. Claun 1, as 
amended, provides ibsd. the fat-based composition of the invention contains a reduced amount of 
polar by-pcoducts, and that flie reduction in oxidative by-products compared to otherwise similar 
fat-based compositions lacking phytosterol is at least 10%, support for both ammdmcnts being 
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found in the spedficalion at, e.g., paragraphs [0028], [0038], [0066], and [0096], Accordingly, 
Claim 1 is not coextensive in scope vdtfa the Claims 1 , 3, 4, and 9 of the *547 patent 
Furthermore, Claims 7-1 8 depend fix>m Claim 1, as amended. Applicants respectfully request 
reconsideration and removal of the rejection of Claims 1 and 7-18 under U.S^C. § 101 . 

Rejection (nonstatutory double patenting) of Oaims 1-40 

Applicants respectfully request deferral of the decision to submit a Terminal Disclaimer 
pending consideration of the amendments provided herewith. 

Rejection under 35 U.S.C. § 103(a) - daims 1-40. 

The rejection of Claims 1-40 under 35 U.S.C. § 103(a) as allegedly being obvious over 
Zawistowski (PCT/CAOO/01298, published as WO 01/32029, the *29S application) as further 
evidenced by White (JAOCS I9863 63:525-529) is respectfully traversed. The process provided 
by the present invention comprises the combination of fet/oil and phytosterol components in a 
single mixture which is heated until the components are dissolved^ and then cooled resulting in 
the foimation of TRPs . In contrast^ the process of the '218 ^plication requires heating the 
phytosterol and fat/oU components separately prior to mixmg and cooling. With respect to the 
products of the claimed invention, the TRPs are required in the instant claims to be preseist in a 
substantially msoluble microcrystdlline state (seCi e.g.. specification paragraphs [0047], [0052]- 
[0054], and [0094]); i.e., the TRPs axe recrvstallized. hence not dissolved. In contrast, the 
product of the *218 application is substantially completely dissolved at room temperature. 

To further elaborate, as discussed in the Declaration under 37 C.F.R. § 1 .132 of Dr. 

Daniel Perlman (i-e,, flie Perhnan Declaration) provided herewith, the process and the product of 

the '298 application differ from those of the instant invention. Specifically, with respect to the 

process of the *298 application, Claim 1, vfe, 

L A method of preparing a composition comprising an edible oil or fat and one of 
phytosterols and/or phytostanols and in which the phytosterols and/or 
phytostanols are substantially completely dissolved therein comprises the stsps of: 
a) heating the phytosterols and/or phytostanols to a fbrm a molten material; 
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b) heating the edible oil or fat; 

c) mixing the molten material with the heated edible oil or fet; and 

d) cooling the composition so foimed. 

C298 application Claim 1) provides for the separate heating of fhe phytosterol and oil/fat 
components at different temperatures, and the subsequent mixing and cooling of the cx)mponents. 
In contrast, the instant mvention provides for the heating and cooling of the fat/oil and 
phytosterols components in a single mixture. 

Regarding the product of fhe process of the *298 application, the *298 application states 

that ' 

The resultant product is an oil or fat in which the phytosterols are and remain 
substantially completely dissolved at room temperature. 

C298 application, page 7, lines 1 M2, emphasis added) Thus, the product of the process 

provided by the *298 application which is substantially completely dissolved at room temperature 

differs from the product of the instant invention wherein the TRPs so formed are substantially 

insolul?Ie at room temperature. Accordingly, Applicants respectfully request reconsideration and 

withdrawal of the rejection under 35 U.S.C, § 103(a) of Claims 1-40- 

Rejection under 35 U.S.C. § 103(a) - Qaims 1-40. 

TTie rejection of Claims 1-40 under 35 U.S.C. § 103(a) as allegedly being obvious over 
Yliruusi (PCT/FI99/00121, published as WO 99/43218, the *218 application) as further 
evidenced by White (JAOCS 1 986, 63 :525-529) is respectfully traversed. 

The process and product provided by the present invention distinguish over Yliruusi in at 

least tw^o aspects which are elaborated in the Perlman Declaration provided herewith- First, 

whereas the present invention provides no water quenching step in the process of fonnation of 

TElPs, Yliruusi requires such water quenching step (e.g., '218 independent amended Claim 1, 7, 

and 15). For example. Claim 1 of the '21 8 application provides (with emphasis added): 

1 , A method for producing a fatty blend of plant sterol lowering the serum total 
cholesterol and LDL-cholesterol levels, characterized in that 0.5-80 wt% of a 
starting material containing jJ-sitosterol is dissolved in 5-90 wt% of oil, fet, or of 
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mixtmres of oUs and fats, by heating at a teoiperature 80-140 "C until the starting 
material containing p-sitosterol is dissolved, then the mixture is cooled to a 
temperature of 40-80 'C, and during cooling 5-30 wt% of waf^ with a 
temperature essentiaJly similar to the one of the mixture, is added to the mixture, 
and the mixture is agitated whereby a homogeneous and stable mixture is obtained 
wherein the starting material containing P-sitosterol is in a partly dissolved and/or 
miCTocrystalline form. 

Second, the chemical nature of the product of Vliniusi differs fiom that of Ihe product of 
the present invention as detennined by physical measurement (i.e., melting point range and 
absolute value) as presented in the Perlman Declaration provided herewith. Indeed, the product 
of the Yliiuusi process is a fine microcrystal of relatively pure phytosterol. In contrast, the TRP 
product of the present invention is a co-mingled complex of fat and phytosteiol witfi significantly 
reduced melting temperature. Accordingly, the present invention is not obvious in view of 
Ylinjusi because the provided compounds are chemically dififerait. Applicants respectfully 
request reconsideration and withdrawal of the rqection under 35 U.S.C. § 1 03(a) of Claims 1-40. 

Rejection under 35 U.S.C. § 102(b) - Claim 33. 

The rejection of Claim 33 under 35 U.S.C. § 1 02(b) as allegedly being anticipated by 
Zawistowski (US 6,531,463) and Yliruusi ('218 application) is respectfiilly traversed. Both 
Zawistowski '463 and Yliruusi provide for aqueous quenching and^or dispersal of the 
phytosterol/fat composition as provided, e.g., by independent '463 Claims 1, 5, and 11, and by 
ind^endent '218 amended Claims 1, 7 and 15. In contrast, the present invention does not 
enjploy aqueous quenching. The Examiner's attention is directed to the Perlman Declaration 
provided herewith which presents direct physical evidence that the product resulting fiom water 
quenching during the formation of phytosterol/fat composition is of a fundamentally dlffoent 
chemical nature tiian that produced by the method of the instant invention. Accordin^y, 
Applicants respectfiUly request reconsideration and withdrawal of the rqection \jnder 35 U.S.C. § 
102(b) of aaims 33. 
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Conclusion 



AppUcant believes that the present application is now in condition for allowance. 
Favorable reconsideration of the application as amended is respectfijlly reqxiested. In the event 
that any matters remain to be solved in view of this conuniinication, the Examiner is encouraged 
to call the undesigned so that a prompt disposition of this application can be achieved. 

No fee is believe due with the present communication. However, the Commissioner is 
hereby authorized to charge any additional fees which may be required regarding this application 
under 37 C.F.R, §§ 1.16-1.17, or credit any overpayment, to Deposit Account No. 50-0872, 
Should no proper payment be enclosed herewith, as by a check being in the wrong amount, 
unsigned, post-dated, otherwise improper or ixrfbimal or even entirely missing, the Commissioner 
is authorized to charge the unpaid amount to Deposit Account No. 50-0872. If any extensions of 
time are needed for timely acceptance of papers submitted herewith, Applicant hereby petitions 
for such extension under 37 CF-R. §1.136 and authorizes payment of any such ^tensions fees to 
Deposit Account No. 50-0872. 



Respectfully submitted, 



DateNpvemfrqr H, 2005 




FOLEY & LARDNER LLP 
P.O. Box 80278 



Barry S. Wilson 
Reg. No. 39,431 for 
Richard J. Warburg 
Reg. No. 32,327 
Attorney for Applicant 



San Diego CA 92138^0278 
Telephone: (858) 847-6725 
Facsimile: (858)792^773 
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